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PATENT COOPERATION TREATY RECEIVED

From tﬁe INTERNATIONAL SEARCHING AUTHORITY D OC KETE D MAY 17 2005 ‘
‘ PCT ROBINS & PASTERNAK LLP

To:
DAHNA PASTERNAK

ROBINS & PASTERNAK LLP
1731 EMBARCADERO ROAD, SUITE 230 NOTIFICATION OF TRANSMITTAL OF .

PALO ALTO, CA 94303 THE INTERNATIONAL SEARCH REPORT AND
THE WRITTEN OPINION OF THE INTERNATIONAL
SEARCHING AUTHORITY, OR THE DECLARATION

(PCT Rule 44.1)

?«zﬁx&ﬂﬁi’}y’ﬁr) 13 MAY 2005

Applicant’s or agent’s file reference

7960/118WO -FOR FURTHER ACTION  See paragraphs 1 and 4 below
International application No. International filing date

PCT/US04/39714 (day/month/year) 24 November 2004 (24.11.2004)

Applicant

COMFORMIS, INC.

1. % The applicant is hereby notified that the international search report and the written opinion of the International Searching
Authority have been established and are transmitted herewith.

Filing of amendments and statement under Article 19: :
The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46):

When? The time limit for filing such amendments is normally two months from the date of transmittal of the international
search report.

Where? Directly to the International Bureau of WIPO, 34 chemin des Colombettes
1211 Geneva 20, Switzerland, Facsimile No.: +41 22 740 14 35

For more detailed instructions, see the notes on the accompanying sheet.

2. D The applicant is hereby notified that no international search report will be established and that the declaration under
Article 17(2)(a) to that effect and the written opinion of the International Searching Authority are transmitted herewith.

3. With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that:

D the protest iogether with the decision thereon has been transmitted to the International Bureau together with the applicant’s
request to forward the texts of both the protest and the decision thereon to the designated Offices.

D no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made.

4. Reminders

Shortly after the expiration of 18 menths from the priority date, the international application will be published by the International
Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the
priority claim, must reach the International Bureau as provided in Rules 90bis.1 and 90bis.3, respectively, before the completion of
the technical preparations for international publication. ‘

The applicant may submit comments on an informal basis on the written opinion of the International Searching Authority to the
International Bureau. The International Bureau will send a copy of such comments to all designated Offices unless.an international
preliminary examination report has been or is to be established. These comments would also be made available to’ the-public but not
before the expiration of 30 months from the priority date.

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority date
(in some Offices even later); otherwise, the applicant must, within 20 months from the priority date, perform the prescribed acts for
entry into the national phase before those designated Offices.

In respect of other designated Offices, the time limit of 30 meonths (or later) will apply even if no demand is filed within 19 months.

See the Annex to Form PCT/IB/301 and, for details about the applicable time limits, Office by Office, see the PCT Applicant’s
Guide, Volume 11, National Chapters and the WIPO Internet site.

Name and mailing address of the ISA/ US
Mail Stop PCT, Attn: ISA/US
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450 Telephone No. (571) 272-4716

Facsimile No. (703) 305-3230 '

Form PCT/ISA/220 (January 2004) (See notes on accompanying sheer)




PATENT COOPERATION TREATY

PCT

INTERNATIONAL SEARCH REPORT
(PCT Article 18 and Rules 43 and 44)

Applicant’s or agent’s file reference FOR FURTHER see Form PCT/ISA/220

2960/118WO ‘ ACTION ~ as well as, where applicable, item 5 below.

International application No. International filing date (day/month/year) (Barliest) Priority Date (day/month/year)
PCT/US04/39714 24 November 2004 (24.11.2004) 25 November 2003 (25.11.2003)
Applicant

COMFORMIS, INC,

This international search report has been prepared by this International Searching Authority and is transmitted to the applicant
according to Article 18. A copy is being transmitted to the International Bureau.

This international search report consists of a total of Qsheets.
}I{ It is also accompanied by a copy of gach prior art document cited in. this report.

1. Basis of the Report
a. With regard to the language, the international search was carried out on the basis of the international application in the
language in which it was filed, unless otherwise indicated under this item.

The international search was carried out on the basis of a translation of the international application
furnished to this Authority (Rule 23.1(b)).

b. l:l With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Box No. 1.
D Certain claims were found unsearchable (See Box No. II)

D- Unity of invention is lacking (See Box No. IIT)
4, With regard to the title,

VA the text is apprqved as submitted by the applicant.

W

[] the text has been established by this Authority to read as follows:

5. With regard to the abstract,
m the text is approved as submitted by the applicant.
D the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box No. IV. The applicant
may, within one month from the date of mailing of this international search report, submit comments to this Authority.
6.  With regard to the drawings,
a. the figure of the drawings to be published with the abstract is Figure No. 1A
X i
N as suggested by the applicant.
as selected by this Authority, because the applicant failed to suggest a figure.
D as selected by this Authority, because this figure better characterizes the invention.
b. D none of the figures is to be published with the abstract.

Form PCT/ISA/210 (first sheet) (January 2004)



INTERNATIONAL SEARCH REPORT

International apptication No.

PCT/US04/39714

A. CLASSIFICATION OF SUBJECT MATTER
IPC(7) :  A61F 2/08
UsSCL : 623/14.12

According to International Patent Classification (IPC) or to both national classification and IPC

B. FIELDS SEARCHED

U.S. : 623/14.12,20.14-20.17,20.21-20.33,20.39-20.41

Minimum documentation searched (classification system followed by classification symbols)

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched

EAST

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category "\

Citation of document, with indication, where appropriate, of the relevant passages

Relevant to claim No.

&

X

\ US 5,728,162 A (Bckhoff) 17 March 1998 (17.03.1998) see entire document

US 5,871,018 A (Delp et al.) 16 February 1999 (16.02.1999) see entire document 1-46

47-100,165-171

X

. X \ US 5,133,759 A (Turner) 28 July 1992 (28.07.1992) see entire document 101-168,172-174
X I US 6,344,059 B1 (Krakovits et al) 05 February 2002 (05.02.2002) see entire document 175-182
A US 2002/0087274 A1 (Alexander et al.) 04 July 2002 (04.07.2002) see entire document 1-182

D Further documents are listed in the continuation of Box C.

D See patent family annex.

* Special categories of cited documents:

“A"  document defining the general state of the art which is not considered to be
of particular relevance

“B"  carlier application or patent published on or after the international filing date

“L"  document which may throw doubts on priority claim(s) or which is cited to
establish the publication date of another citation or other special reason (as
specified)

“O"  document referring to an oral disclosure, use, exhibition or other means

“p  document published prior to the international filing date but later than the
priority date claimed

bt Jater document published after the international filing date or priority
date and not in conflict with the application but cited to understand the
principle or theory underlying the invention

“xXn document of particular relevance; the claimed invention cannot be
considered novel or cannot be considered to involve an inventive step
when the document is taken alone

“Y” document of particular relevance; the claimed invention cannot be
considered to involve an inventive step when the document is
combined with one or more other such documents, such combination
being obvious to a person skilled in the art

“&e” document mermber of the same patent family

Date of the actual completion of the international search

26 April 2005 (26.04.2005)

Date of mailirf of the international search report

3 MAY 2005 .

L

Name and mailing address of the ISA/US
Mail Stop PCT, Attn: ISA/US
Commissioner for Patents

P.0. Box 1450
Alexandria, Virginia 22313-1450

Facsimile No. (703) 305-3230

22
Aut fficer
edra/ Phil
Telephone No. (571) 272-4716

«

Form PCT/ISA/210 (second sheet) (January 2004)




PATENT COOPERATION TREATY
From the :
I;I?I‘ERNATIONAL SEARCHING AUTHORITY

E(XHNA PASTERNAK ’ PC T

ROBINS & PASTERNAK LLP

1731 EMBARCADERO ROAD, SUITE 230
PALO ALTO, CA 94303 WRITTEN OPINION OF THE

(PCT Rule 43bis.1)

INTERNATIONAL SEARCHING AUTHORITY

Date of maili ‘
Ducof meiline 13 MAY 2005

Applicant’s or agent’s file reference FOR FURTHER ACTION

See paragraph 2 below
2960/118W0O
International application No. International filing date (day/month/year) Priority date (day/month/year)
PCT/US04/39714 24 November 2004 (24.11.2004) 25 November 2003 (25.11.2003)

International Patent Classification (IPC) or both national classification and IPC

IPC(7): AG61F 2/08 and US Cl.: 623/14.12

Applicant

COMFORMIS, INC.

1. This opinion contains indications relating to the following items:

K‘ Box No. 1 Basis of the opinion
Box No. II Priority
Box No. III Non-establishment of opinion with regard to novelty, inventive step and industrial applicability
Box No. IV Lack of unity of invention
Box No. V- Reasoned statement under Rule 43bis;1(a)(i) with regard to novelty, inventive step or industrial

applicability; citations and explanations supporting such statement
Box No. VI Certain documents cited

Box No. VII Certain defects in the international application

OO0 }OOL

Box No. VIII  Certain observations on the international application

2. FURTHER ACTION

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66.1bis(b)
that written opinions of this International Searching Authority will not be so considered.

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of
mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later,

For further options, see Form PCT/ISA/220.

3. For further details, see notes to Form PCT/ISA/220.

Facsimile No. (703) 305-3230

Commissioner for Patents
P.O. Box 1450

Alexandria, Virginia 22313-1450 Telephone No. (571) 272-4716

V4 LD 2 .
Namie and mailing address of the ISA/ US Autltrifed office MM&%
Mail Stop PCT, Attn: ISA/US {
t¢ Philogene

Form PCT/ISA/237 (cover sheet) (January 2004)




WRITTEN OPINION OF THE. International application No.

INTERNATIONAL SEARCHING AUTHORITY PCT/US04/39714

Box No. I Basis of this opinion

1. With regard to the language, this opinion has been established on the basis of the international application in the language in which
it was filed, unless otherwise indicated under this item. '

[]

This opinion has been established on the basis of a translation from the original language into the following language ,
which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23.1(b)).

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the
claimed invention, this opinion has been established on the basis of:

a.

3. ]

type of material
D a sequence listing

[:] table(s) related to the sequence listing

format of material

D in written format

D in computer readable form

time of filing/furnishing

D contained in international application as filed.
D filed together with the international application in computer readable form.

D furnished subsequently to this Authority for the purposes of search.

In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been
filed or furnished, the required statements that the information in the subsequent or additional copies is identical to that in
the application as filed or does not go beyond the application as filed, as appropriate, were furnished.

4. Additional comments:

Form PCT/ISA/237(Box No. I) (January 2004)




: Int tional lication No.
WRITTEN OPINION OF THE PCrusoaraona orTe

INTERNATIONAL SEARCHING AUTHORITY

Box No. V Reasoned statement under Rule 43 bis.1(a)(i) with regard to novelty, inventive step or industrial
applicability; citations and explanations supporting such statement

1. Statement

Novelty (N) Claims NONE YES
Claims 1-182 ) NO

Inventive step (IS) Claims NONE YES
Claims 1-182 NO

Industrial applicability (IA) Claims 1-182 YES
Claims NONE NO

2. Citations and explanations:

Claims 1-46 lack novelty under PCT Article 33(2) as being anticipated by Delp et al. (5,871,018).

With respect to claims 1, 46, Delp et al disclese a an implant or a kit (550) suitable for a condyle of a femur having
superior and inferior surfaces (570,580), superior surface opposes the condyle and the trochlea and the inferior surface opposes at
least a portion of the weight bearing portion of the tibial surface and the patella; as set forth in column 12, lines 64-67, column 13,
lines 1-67, column 14, lines 1:44, wherein at least a portion of one of the superior or inferior surfaces has a three-dimensional shape
that substantially matches the shape of one of the femur and the tibia surfaces; as set forth in column 11, lines 1-50.

With respect to claims 2-45, delp et al disclose all the limitations, as set forth in column 12, lines 64-67, column 13, lines
1-67, column 14, lines 1-44, column 11, lines 1-50. .

Claims 47-100,169-171 lack novelty under PCT Article 33(2) as being anticipated by Eckhoff (5,728,162).

With respect to claims 47, 60, 88, 169-171, Eckhoff discloses-a prosthesis device for a knee joint comprising a femoral
condyle component (10) having a superior surface and an inferior surface and a top portion and bottom portion with a curved lateral
edge extending therebetween; and a thrchlear groove component (18) along the top portion of the device, wherein the bottom portion
of the femoral condyle component terminates prior to a sulcus (20) terminalis on the joint surface, as best seen in FIGS.1,2.

With respect to claims 48-59, 61-87, 89-100, Eckhoff discloses all the limitations; as set forth in column 3, lines 5-67,
column 4, lines 1-20. .

Claims 101-168,172-174 lack novelty under PCT Article 33(2) as being anticipated by Turner (5,133,759).

With respect to claims 101, 135, 172-174, Turner discloses an implant system comprising a fernoral component (20),
wherein the femoral component replaces a femoral surface of the patellofemoral articulation surface and a tibiofemoral articulation
surface, as best seen in FIGS. 7-11; and a tibial component (15), wherein the tibial component replaces a tibial surface of the
tibiafemoral articulation surface; as best seen in FIGS.7-11.

With respect to claims102-134,136-168, Turner discloses all the limitations, as set best seen in FIGS.7-11, and as set forth
in column 2, lines 19-67.

Claims 175-182 lack novelty under PCT Article 33(2) as being anticipated by Krakovits et al. (6,344,059).

With respect to claim 175, Krakavits et al., disclose a tibial implant (2) having a first surface having substantially planar
surface and a second surface with a partially planar surface (8,9) wherein the second surface with a partially planar surface further
comprises a dome structure (10).

With respect to claims 176-182, Krakovits et al disclose all the limitations; asset forth in column 3, lines 5-67, column 4,
lines 25-45.

Claims 1-182 meet the criteria set out in PCT Article 33(4), and thus meet industrial applicability because the subject matter claimed
can be made or used in industry.

Form PCT/ISA/237 (Box No. V) (January 2004)




" NOTES TO FORM PCT/ISA/220 (continued)

The - letter must ‘indicate the differences between the cla_ims as filed and[t'hc?.claim_s as amgndqd.- It must, in
particular, indicate, in conhiection with each claim appearing in the international application (it being understood
that identical indications concerning several claims may be grouped), whether :

(i) - thie claim is unchanged;
(i} the claim is cancelled;
(iii) the claim is new;
(iv) " the claim replaces one or more claims as filed;
(v)- thé claim is the result of the division of a claim as filed.

Fhe following exainples illustrate the manner in which amendmerits must be explained in the atcompanying
- letter: . . . . _' ' ' .
1. [Where ofiginally there were 48 claims and after ameiidment of some claims there are 511 o
“Claims 1 to 29, 31, 32, 34,35, 37 to 48 replaced by amended claims bearing the same numbers; =
claims 30,33 and 36 unchanged; new claims'49 fo 5! added.” : o

2. [Where originally there were 15 claims and after amendment of all claims there are 11}
_ “Claims’| to 15 réplaced by amended claims 1.to.11.” ' ' Co .

- 3. [Where originally there were 14 claims and the amendments consist in cancelling some claims and-in.addiiig
new claims]: Yol . S L — -
“Claims | to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added.” or -
“Claims 7 to 13 cancelled; new claims 15, 16 and'17 added; all other ¢laims unchanged.” .

4. [Wheré variaus kinds of amendments are made]: . :
“Claims 1-10 unchanged; claims 11 to 13, 18 and, {9 cancelled; claims 14, 15 and 1¢ replaced by amended
claim 14; claim 17 subdivided into amgnded claims 15, 16 and 17; new claims 20 and 21 added.” )

“Statement under Aiticle 19(1)” (Rule 46.4) N

The amendments may bé accompanied by a statement explaining the amendments and indicating any impact that
such amendments might have on the description and the drawings (which cannot be amended under Article 19(1)).

The statenient will be published-with the international application and the amended claims.
It must be-in the langiage in which the international application is to be published.
It smust be brief, not exceeding 500 words if in English or if franslated into English.

. [t;should not be confused with and does not replace the letter indicating the diffe.rénces between the claims as filed
and as amended. 1t must be filed on a scparate sheet and must be identificd as such by a heading, preferably by
using thé words “S.tatém‘ent- under Article 19¢1).” . IR

it may not contain any disparaging commnients on the intcmationajA,se:;r.ch'rcport or- the relevarice of citations
contained in that réport. Reference to citations, relevant to a given claim, contained in the inteinational search |
reéport may be made only in connection with an amiendment of that claim. L S

Consequence if a demand for international preliminary ex'a'minat_ipli.’hils already been fifed -

If, at-the time of filing any amendments and any accompanying- statement, under. Afticle 19,4 demand for

international preliminary exantination has already been submitied, the applicant miist preferably, at the time of
filing the amendments (and any Sstaternent) -with the:International Bureau, also file ‘with the Interrational
Preliminary ‘Examining Authority a copy of such ameridments'(and of any statement) and, wlhere tequired, a
translation of such amendrienits for the proteduré before that Authority -(see Rules 55.3(a) and: 62.2, first
sentence).” For flrther infoimation, seé the Notes to the demand form (PCT/IPEA/40). . o .

Ifa demand for infernational preliminary examination is'niade, the written opinion of the [ntérnational Searching
Authority will, except in certain cases where the Intefriational Preliminary Examining: Authority ‘did not act as
_Internatioiial Searching Authority and where it has notified the International. Bureau under-Rule 66.1bis(b), be
~ considered'to bé a written opinion ofithe Intemational Pieliminary Examining Authority. [fa demand is made, the
£ 7.7 applicant may submit to the;International Preliminary Exainining Authority a reply to the writtensopinign together.
. .. where appropriate, with amendments before the expiration "of 3 “months. from- the date, pf> mailing of Form
o “' PCT/ISA/220 ot beforethe expiration of 22 months from the priority date, whichever expires lafer (Rule 43bis.1(c)).

N oy

/Gonsequence with regard to transiation of the international application for entry into the national phase
A The applicant’s attention is drawn to the fact that, upon entryinto the national. phase, ax_{éﬁ‘slgti_,_aﬁ oﬁyhg-'claims as, ‘|
amended under Article 19 may haveto be famished to the designatéd/elected Offices, instead of, or in addition to,
the translation of the cldims as filed. . . : N A AT :
For firther details on’

the requirements of _each.:Vd‘f':éigi-u{t'ed/eleétéd"bfﬁc'q; ‘see thie’ PCT Agplica}}k_’ri'Gz}ide_, :

v

RN

i

Notes to.Form. PCT/ISA/220 (second sheet) (January 2004)




NOTES TO FORM PCT/ISA/220

. These Notes are intended to give the basic instructions concerning the filing of amendménts uder Article 19. The
Notes are based on the requirements-of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions
under that Treaty. In case of discrepancy berween these Notes and those requirements, the latter are applicable. For more .
detailed information, sce also the PCT Applicdnt's Guide, a publication of WIPO. oo - .

In these Notes, “‘Article,” “Rule” and “Section” refer to the provisions of the PCT, the PCT Regu!atio‘ns a'nd' the PCT
Administrative Instructions, respectively. - .

INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19

e international search report and the ‘written opinion’ of the International
Searching Authority, one opportunity to amend the claims of thé international application. It should-however be emphasized
that; since all parts of’ the " international. application {(claims, deseription and drawings) may be amended during the
international preliminary examination procedure, there is usyally no need to file amendments of the claims under Article 19-
except where, e.g. the applicant wants the latter to be published for the purpose§ of provisional profection. or has.another
reason for amending the claims before intérndtional publication: .Furthermore, it-should be emphasized  that provisional
protection is available in some States anly(sce PCT Applicant ‘s Guide, Volume I/A, Annexes Bl andB2). . )

" The attention.of the applicant i drawn to the fact that amendments to the claims uider Article 19 are not allo@ed where
the Intemational Searching Authority has. declared, under Article 17(2), that no international scarch'__re_p'o'ﬁ would be

The applicant has, after having received th

T

established (see PCT Applicant’s Guide, Volume VA, pardgrapgh 296).

What pa“::ts of the'il‘g;éfﬂétidna‘lhpﬁiiéétiénimay'h,'e-ameqded 7,
Under Article 19, enly the claims may be amendédl

During the iﬁ,terx'xé{ﬁdqal.phgs;. the claims may also be amended (or fupther amcnded),ﬁnd&r Articlé 34 before the

{nternational Preliminary Examining Authorify. The 'description and drawings may only be aménded under

_ Article 34 before the, Intefnational Preliminary Exaniining Authority. - ) ) :
Upon entry into the ﬁatioxxélphaéc,‘dll"hé s of tHe iniem'_ati‘o‘néxl applic‘ation maj be amended under A‘rticllq‘.zﬂ or,
where applicable, Article 41. . - RO . . .

When ?  Within 2 monthis from the date of transmittal of the international search rgport-or 16 months from the priority date,
’ whichever time limit expires later. Itshould be noted, however, that the amendments.will be consideied as having

been received on time if they are received by the International' Bureau after the expiration of, the applicable time
lirnit but-before the completion of the technical preparations for. international publication (Rile 46.1)." :

Where not to file the amendments ?

‘Agghority.(‘R,u!e .:46.2). R o e

. Infernatiofal Sedrchi

N

R e [ S T T
pielimindry:examination has been/is .ﬁlq’d, see belo

m’e‘ndiiljgléﬁe’-text‘bi'"One

How ?  Either by cancelling dric o inore entire ¢laim l'my;édi:'ling-.c;ﬁcmgr'mb;éﬂhé{yé
or more of the claims as'filed. * Tl S

submitted - for, achi sheet of the clairiis which, on aceount of an amendment or

fers f‘ré;xjx-the sheet-originall filed. .

‘be rutibered. in: Arabic sumerals.:

hiet must be i :
ie [it all cases whera:cl_ziim:;uar;:rcnpmbq e

Al the-€ istappedsing org-;a'.}cﬁlgbémij.‘
Fequirt

canicelléd: norenumbering of the other clat
. "__'rcnu'fnbér’e'tiljcgnscgu ively.(Section 205(b)

BRI

T»he.amendménfs must be made in.thie

BTSN

- What docuimieht; i ccoin] ity the an'lefid.méii' :
L etter (Section 205®) . . v - R
B 1-j?'rbeva{pendrqent$-‘mgst bg submi ed with a l.eﬁé.r. _ e S
. The lettér will not'be published :with-the-internatio ial applicatign and the Yméiideéd claims. -1t ‘shbuld 'not be.
qon_fusgd with the “Statement pnde( Adtticle 19(1)” (see below, ufider “Statement under Atticle 19(E)7).%
T he.letter must be in English or French, at the choice of the applicant. However, if theé'language of the
mter.natwnal .application & English, the letter must be in English; if the language of the international
. application is French; the Letter must be in Erénch. : & R - . .

The amendments may only be filed. with.the international Burcau and ‘ot withthe receiving Office or the_ .

7

" Notes t6 Form PCT/ISA/220 (fitst sheet) - (January 2004). ...
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